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applicant has riled the documents and fees required by 35 use 371 icj within the periods set forth in h 1.494 
and% 1.495.' 

WARNING: Where the items are those which can be submitted to complete the entry of the international application into 
the national phase are subsequent to 30 months from the priority date the application is still considered to 
be in the international state and if mailing procedures are utilized to obtain a date the express mail procedure 
of 37 CFR 1. 10 must be used (since international application papers are not covered by an ordinary certificate 
of mailing - See 37 CFR 1.8. 

NOTE: Documents and fees must be clearly identified as a submission to enter the national state under 35 USC 371 
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Judith Biebel 




Certificate of mailing (first class) or facsur}il4 transmission procedures of 37 C.F.R. 1.8 cannot be used to 
obtain a date of mailing or transmission for this correspondence. 



WARNING: Each paper or fee filed by 'Express Mail' must have the number of the 'Express Mail" mailing label placed 

thereon prior to mailing. 37 C.F.R. 1. 10(b). 

'Since the filing of correspondence under %1.10 without the Express Mail mailing label thereon is an oversight 
that can be avoided by the exercise of reasonable care, requests for waiver of this requirement will not be 
granted oa petition. " Notice of Oct. 24, 1996, 60 Fed. Reg. 56,439, at 56,442. 
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1 . Applicant herewith submits to the United States Elected Office (EO/US) the following items 
under 35 U.S.C. 371: 

a. [ X ] This express request to immediately begin national examination procedures (35 

U.S.C. 371(f)). 

b. [ x ] The U.S. National Fee (35 U.S.C. 371 (c)(1 )) and other fees (37 CFR 1 .492) as 

indicated below: 



2. Fees 



CLAIMS FEE 


(1) FOR 


(2) NUMBER 
FILED 


(3) NUMBER 
EXTRA 


(4) RATE 


(5) CALCU- 
LATIONS 




TOTAL CLAIMS 


46 -20 


26 


X 18.00 


$468.00 




INDEPENDENT 
CLAIMS 


10 -3 


7 


X78.00 


$546.00 




MULTIPLE DEPENDENT CLAIM<S) (If applicable) 


$260.00 


$ 


BASIC FEE 


[ ] US PTO WAS INTERNATIONAL PRELIMINARY EXAMINATION 
AUTHORITY 

Where an International preliminary examination fee as set forth in 
§1 .482 has been paid on the International application to the US 
PTO: 

[ ] and the international preliminary examination 
reports states that the criteria of novelty, 
inv©ntiv6 st6p {non-obvioLisn6ss) 3ncl industrisl 
activity, as defined in POT Article 33(1 ) to (4) 
have been satisfied for ail the claims presented in 
the application entering the national stage (37 
CFR 1.492(aH4)). $96.00 

[ ] and the above requirements are not met (37 CFR 
1.492(a)(1)) $670.00 
[ X 1 US PTO WAS NOT INTERNATIONAL PRELIMINARY EXAMINATION 
AUTHORITY 

Where no international preliminary examination fee as set forth in 
§1 .482 has been paid to the US PTO, and payment of an 
international search fee as set forth in §1 .445(a)(2) to the US PTO: 
[ ] has been paid (37 CFR 1 .492(a)(2)) $760.00 
[ ] has not been paid (37 CFR 1 .492(a)(3)) $970.00 
[ X ] where a search report on the international application has 
been prepared by the European Patent Office or the 
Japanese Patent Office (37 CFR 1 .492(a)(5)) $840.00 


$840.00 




Total of above Calculations 


$1854.00 


SMALL 
ENTITY 


Reduction by Vz for filing by small entity, if applicable. Affidavit must be 
filed also (Note 37 CFR 1 .9, 1 .27, 1 .28) 


-927.00 




Subtotal 


$927.00 




Total National Fee 


$927.00 




Fee for recording the enclosed assignment document (37 CFR 1 .21(h)). 
See Item 13 below). See attached "ASSIGNMENT COVER SHEET". 

$40.00 


$ 40.00 


TOTAL 


TOTAL FEES ENCLOSED 


$967.00 
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I X ] A check in the amount of 967.00 to cover the above fees is enclosed. 



[ ] Please charge Account No._ 



in the amount of $_ 



A duplicate copy of this sheet is enclosed. 

To avoid abandonment of the application the applicant shall furnish to the United States Patent and 
Trademark Office not later than the expiration of 30 months from the priority date: * * * (2) the basic 
national fee (see § 1.4921a)). The 30-month time limit may not be extended. " 37 CFR § 1.495(b). 

If the translation of the international application andlor the oath or declaration have not been submitted by 
the applicant within thirty (30) months from the priority date, such requirements may be met within a time 
period set by the Office. 37 CFR § 1.495(b)(2). The payment of the surcharge set forth in § 1.492(e) is 
required as a condition for accepting the oath or declaration later than thirty (30) months after the priority 
date. The payment of the processing fee set forth in § 1 .492(o is required for acceptance of an English 
translation later than thirty (30) months after the priority date. Failure to comply with these requirements will 
result in abandonment of the application. The provisions of % 1. 1 36 apply to the pen'od which is set. Notice 
of Jan. 3, 1993, 1 147 O.G. 29 to 40. 



3. 



[ X ] A copy of the International application as filed (35 U.S.C. 371 (c)(2)): 



Section 1.495 lb) was amended to require that the basic national fee and a copy of the international application must 
be filed with the Office by 30 months from the priority date to avoid abandonment. 'The International Bureau normally 
provides the copy of the international application to the Office in accordance with fK^T Article 20. At the same time, 
the International Bureau notifies applicant of the communication to the Office. In accordance with PCTRule 47. 1, that 
notice shall be accepted by all designated offices as conclusive evidence that the communication has duly taken place. 
Thus, if the applicant desires to enter the national stage, the applicant normally need only check to be sure the notice 
from the International Bureau has been received and then pay the basic national fee by 30 months from the priority 
date.' Notice of Jan. 7, 1993, 1147 O.G. 29 to 40, at 35-36. See item 14c below. 



I ] 



is transmitted herewith. 



[ X ] is not required, as the application was filed with the United States Receiving 
Office. 

[ ] has been transmitted 



[ ] by the International Bureau. 

Date of mailing of the application (from form PCT/IB/308):_ 
[ ] by applicant on 



Date 



4. 



[ X ] A translation of the International application into the English language (35 U.S.C. 
371(c)(2)): 



a. [ ] is transmitted herewith. 

b. [ X ] is not required as the application was filed in English. 

c. [ ] was previously transmitted by applicant on 

d. [ ] will follow. 



Date 
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09/462656 
SUBecmim 1 1 JAM 



5. [ X ] Amendments to the claims of the Intemational application under PCT Article 19 (35 
U.S.C. 371 (c)(3)): 

NOTE The Notice of January 7, 1993 points out that 37 CFR § 1.495(a) was amended to clarify the existing and continuing 
practice that f^T Article 19 amendments must be submitted by 30 months from the priority date and this deadline may 
not be extended. The Notice further advises that., 'The failure to do so will not result in loss of the subject matter of 
the PCT Article 19 amendments. Applicant may submit that subject matter in a preliminary amendment filed under 
section 1. 121. In many cases, filing an amendment under section 1. 121 is preferable since grammatical or idiomatic 
errors may be corrected. ' 1 147 O.G. 29-40, at 36. 

a. [ ] are transmitted herewith. 

b. [ ] have been transmitted 

i. [ ] by the International Bureau. 

Date of mailing of the amendment (from form PCT/1 B/308): 

ii. [ ] by applicant on 



[ X ] have not been transmitted as 

i [ X ] applicant chose not to make amendments under PCT Article 1 9. Date 

of mailing of Search Report (from form PCT/ISA/210.): 09/DEC/98 

ii. [ ] the time limit for the submission of amendments has not yet expired. 

The amendments or a statement that amendments have not been made 
will be transmitted before the expiration of the time limit under PCT 
Rule 46.1. 



6. [x] A translation of the amendments to the claims under PCT Article 19 (38 U.S.C. 

371(c)(3)): 

a. [ ] is transmitted herewith. 

b. [ ] is not required as the amendments were made in the English language. 

c. [ x ] has not been transmitted for reasons indicated at point 5(c) above. 

7. [ X ] A copy of the international examination report (PCT/IPEA/409) 

[ x ] is transmitted herewith. 

[ ] is not required as the application was filed with the United States Receiving 
Office. 

8. [ X ] Annex(es) to the international preliminary examination report 

a. [ X ] is/are transmitted herewith. 

b. [ 1 is/are not required as the application was filed with the United States Receiving 

Office. 
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9. [ X ] A translation of the annexes to the international preliminary examination report 

a. [ ] is transmitted herewith. 

b. [ X ] is not required as the annexes are in the English language. 



10. [ X ] An oath or declaration of the inventor (35 U.S.C. 371 (c)(4)) complying with 35 U.S.C. 
115 

a. [ ] was previously submitted by applicant on 

Date 

b. [ X ] is submitted herewith, and such oath or declaration 

i. [ ] is attached to the application. 

ii. [ X ] identifies the application and any amendments under PCT Article 19 

that were transmitted as stated in points 3(b) or 3(c) and 5(b); and 
states that they were reviewed by the inventor as required by 37 C.F.R. 
1.70. 

ill. [ ] will follow. 



OTHER DOCUMENT(S) OR INFORMATION INCLUDED: 



11. [X] An International Search Report (PCT/ISA/210) or Declaration under PCT Article 
7(2)(a): 

a. [ X 1 is transmitted herewith. 

b. [ ] has been transmitted by the International Bureau. Date of mailing (from form 
PCT/IB/308): 

is not required, as the application was searched by the United States 
International Searching Authority. 

win be transmitted promptly upon request. 

has been submitted by applicant on 



Date 
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12. [ X ] An Information Disclosure Statement under 37 C.F.R. 1.97 and 1.98: 

a. [ ] is transmitted herewith. 

Also transmitted herewith is/are: 

[ ] Form PTO-1449 (PTO/SB/08A and 08B). 

[ ] Copies of citations listed. 

b. [ X ] will be transmitted within THREE MONTHS of the date of submission of 

requirements under 35 U.S.C. 371(c). 

c. [ ] was previously submitted by applicant on 

Date 



13. [ X ] An assignment document is transmitted herewith for recording. 

A separate"COVER SHEET FOR ASSIGNMENT (DOCUMENT) ACCOMPANYING NEW 
PATENT APPLICATION" is also attached. 



14. [ ] Additional documents: 

a. [ X ] Copy of request (PCT/RO/1 01 ) 

b. [ X ] International Publication No. WO 99/02204 

i. [ X ] Specification, claims and drawing 

ii. [ ] Front page only 

c. [ ] Preliminary amendment (37 C.F.R. § 1.121) 

d. [ X ] Other 

Small Entity Statement 



15. [ X ] The above checked items are being transmitted 

a. [ X 1 before 30 months from any claimed priority date. 

b. [ ] after 30 months. 

16. Certain requirements under 35 U.S.C. 371 were previously submitted by the applicant on 
namely: 
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AUTHORIZATION TO CHARGE ADDITIONAL FEES 



WARNING: Accurately count claims, especially multiple dependertt claims, to avoid unexpected ftigh charges if extra 
claims are authorized. 



[ X ] The Commissioner is hereby authorized to charge the following additional fees that may 
be required by this paper and during the entire pendency of this application to Account 
No. 06-2360 



[ X ] 37 C.F.R. 1 .492(a)(1 ), (2), (3), and (4) (filing fees) 



WARNING: Because failure to pay the national fee within 30 months without extension (37 CFR § 1.495(b}(2l} results 
in abandonment of the application, it would be best to always check the above box. 



[ X ] 37 C.F.R. 1 .492(b), (c) and (d) (presentation of extra claims) 



NOTE: Because additional fees for excess or multiple dependent claims not paid on filing or on later 
presentation must only be paid or these claims cancelled by amendment prior to the expiration 
of the time period set for response by the PTO in any notice of fee deficiency (37 CFR 
1 .492(d)), it might be best not to authorize the PTO to charge additional claim fees, except 
possible when dealing with amendments after final action. 



[ X ] 37 C.F.R. 1.17 (application processing fees) 



WARNING: While 37 CFR 1. 17(a), (bj, (c) and fdl deal with extensions of time under § 1. 136(a), this authorization 
should be made only with the knowledge that: "Submission of the appropriate extension fee under 37 CFR 
1. 136(a) is to no avail unless a request or petition for extension is filed. " Notice of Nov. 5, 1985 (1060 O.G. 
27). 



I ] 



37 C.F.R. 1 .18 (issue fee at or before mailing of Notice of Allowance, pursuant 
to 37 C.F.R. 1.311(b)) 



Where an authorization to charge the issue fee to a deposit account has been filed before the mailing of a 
Notice of Allowance, the issue fee will be automatically charged to the deposit account at the time of mailing 
the notice of allowance. 37 CFR 1.31 Kb). 

37 C.F.R. 1.28(b) requires 'Notification of any change in loss of entitlement to small entity status must be 
filed in the application . . . prior to paying, or at the time of paying . . . issue fee. ' From the wording of 37 
CFR 1.28(b): (a) notification of change of status must be made even if the fee is paid as "other than a small 
entity" and (b) no notification is required if the change is to another small entity. 



[ X ] 37 CFR 1 .492(e) and (Q (surcharge fees for filing the declaration and/or filing 
an English translation of an International Application later than 30 months after 
the priority date). 



Reg. No. 29,243 

Tel. No.: (262) 797 - 6700 



(Signature of Practitioni 
Daniel D. Ryan 




(Type or Print Name of Practitioner) 
RYAN KROMHOLZ & MANION. B.C. 



POST OFFICE BOX 26618 



MILWAUKEE. WISCONSIN 53226 
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RYAN KROMHOLZ 



©010/011 



PATENT 

Attoniey Docfet No. 1676l-PCT US 



Applicant or Patentee: ABOUL-HQSN. WAT .TP N. 

Serial or Patent No.: 09/ 

Filed or Issued: 

For; 



VERBFIED STATEMENT (DECLARATION) CLAIMING SMALL ENTITY 
STATUS (37 OFR L9(F> and 1.27(c) - SMALL BUSINESS CONCERN 

I hereby declare that I am 

the owa&r of the small busioess concern identified below: 

i an official of the small business concern empowered to act on behalf of the 
concern identified below; 

NAME OF CONCERN A-MED SYSTEMS. INC. 

ADDRESS OF CONCERN 2491 BOATMAN AVENTTF. 

WEST SACRA MENTO. CALIFORNIA 95601 

I hereby declare that die above identified smaD business concern qualifies as a small business concern as defined in 
13 CFR 121.3-18, and reproduced in 37 CFR 1.9(d). for purposes of paying reduced fees under Section 41(a) and 
(b) of Tide 35, United States Code, in fljat the number of employees of the concern, including those of its affiliates, 
does not exceed 500 persons. For purposes of this statement, (1) the mimber of employees of the business concern 
is the average over the previous fiscal year of the concern of die persons , employed on a full-time, part-time or 
temporary basis durii^g each of the pay periods of the fiscal year, and (2) concerns are affiliates of each other when 
either, directly or indirectly, one concern controls or has the power to control the oflier, or a third-f aity or parties 
controls or has the power to control bodi- 

I hereby declare that ri^ts under contract or law have been conveyed, to and remain with the small busmess concern 
identified above with regard to the invention, entitled 

TRANSPORT PUMP AND O RGAN STABILIZATION APPARATUS TNCT.IJDING RELATED METHODS 
by inventor(s) WALD N. ABOUL-HQSN 



described in 

the specification filed herewith. 

PCT application serial no. PCT/US97/ 18674. filed 14 October 1997 

patent no. , issued 

If die rights held by the above identified small business concern are not exchisive, each individual, concern ore 
organization having rights to die invention is listed below' and no rights to the invention are held by any person, other 
than die inventor, who could not qualify as a small business concern under 37 CFR 1 .9(d) or by any concern which 
would not qualify as a small business concern under 37 CFR 1.9(d) or a nonprofit organization under 37 CFR 1 .9(e). 

'NOTE: Separate virified statements are required from each named person, concern or organiztuion having rights to the invention 
averring to (Mr status as small entities. (37 CFR 1.27). 



(Small Entity-Small Business I7-4j-page 1 of 2) 



01/05/00 11:06 FAX 414 271 0198 RYAN KROMHOLZ il 011/011 

;V:;u- NAM E ; ^mx-'':''' ^ t A 



[ ] iNDIvroUAL [ ] SMALL BUSINESS CONCERN [ ] NONPROFIT ORGANIZATION 

NAM E 

ADDRESS 



1 1 INDIVIDUAL [ ] Small Business concern [ J Nonprofit organization 

I aeknowledge ths duly tp file, in this application or patent, notification of any change in status resulting in loss of 
entitlement to small eniiiy status prior to paying, or at tbs time of paying, the earliest of the issue fee or any 
mainteijance fee due after the date on which status as a small business entity is no longer appropriate. (37 CFR 
1 -28(b)) p 

1 hereby declare that all statements made herein of my own knowledge are true and that all statements made on 
information and belief are believed to be true; and furfljer that these smements were made with the knowledge that 
willM false statements and the like so made are punishable by fine or inqwisonment, or both, under Section 1001 of 
Title 18 of the United States Code, and that such willfiil false statements may jeopardize flxe validity of the applica- 
tion, any patent issuing thereon, or any patent to which this verified statement is directed. 

NAME OF PERSON SIGNING WALID N. ABOUL-HOSN 

TITLE OF PERSON OTHER THAN OWNER ^ VICE PRESIDENT 

ADDRESS OF PERSON SIGNING 2491 BOATMAN AVENUE 



WEST SACRAMENTO. CALIFORNIA 95691 
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TRANSPORT PUMP AND ORGAN STABILIZATION APPARATUS INCLUDING RELATED METHODS 



This application is a continuation-in-part application of a pending U.S. 
5 Patent Application identified by Serial Number 08/933,566, filed on September 

19, 1997, which is a continuation-in-part of Serial Number 08/891,456, filed on 
July 11, 1997. 

FIELD OF THE INVENTION 

10 The present invention is generally directed to related apparatus and 

methods for the circulation of bodily fluids through the use of a reverse flow 
pump system. More particularly, the present invention relates to the transport of 
fluids between various body regions and the increased stabilization of body 
organ. 

1 5 BACKGROUND OF THE INVENTION 

During most surgical procedures, bodily fluids are directed and 
transferred to various locations with the assistance of artificial pumping 
apparatus. Major operations such as heart surgery have been accomplished by 
procedures that require general anesthesia, fiiU cardiopulmonary bypass (CPB), 

20 and complete cessation of cardiopulmonary activity. For example, during open 

heart surgery, circulation must be maintained while delicate work is performed 
on firagile blood vessels. 

As with most major operations, open heart surgery typically requires 
weeks of hospitalization and months of recuperation time for the patient. The 

25 average mortality rate with this type of procedure is low, but associated with a 

complication rate that is often much higher. While very effective in many cases, 
the use of open heart surgery to perform various surgical procedures such as 
coronary artery bypass grafting (CABG) is highly traumatic to the patient. 
These procedures require immediate postoperative care in an intensive care unit, 

30 a period of hospitalization for at least several days, and an extended recovery 

period. In addition, open heart procedures require the use of CPB which 
continues to represent a major assault on a host of body systems. For example, 
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there is noticeable degradation of mental faculties following such surgeries in a 
significant percentage of CABG patients in the United States. This degradation 
is commonly attributed to cerebral arterial blockage from debris and emboli 
generated during the surgical procedure. At the same time, the dramatic increase 
5 in the life expectancy of the general population has resulted in patients that are 

more likely to be older and sicker, with less cardiovascular, systemic, and 
neurologic reserve. As a consequence, inflammatory, hemostatic, 
endocrinologic, and neurologic stresses are tolerated much less by a significant 
number of patients today, and play a more significant role in CPB-induced 

10 morbidity. 

The CABG procedure generally involves open chest surgical techniques 
to treat diseased vessels. During this procedure, the sternum of the patient is cut 
in order to spread the chest apart and provide access to the heart. The heart is 
stopped, and blood is thereafter cooled while being diverted fi-om the lungs to an 
15 artificial oxygenator. In general, a source of arterial blood is then connected to a 

coronary artery downstream from the occlusion. The source of blood is often an 
internal artery, and the target coronary artery is typically among the anterior or 
posterior arteries which may be narrowed or occluded. 

The combined statistics of postoperative morbidity and mortality 
20 continue to illustrate the shortcomings of CPB. The extracorporeal shunting and 

artificially induced oxygenation of blood activates a system wide roster of plasma 
proteins and blood components in the body including those that were designed to 
act locally in response to infection or injury. When these potent actors are 
disseminated throughout the body without normal regulatory controls, the entire 
25 body becomes a virtual battleground. The adverse hemostatic consequences of 

CPB also include prolonged and potentially excessive bleeding. CPB-induced 
platelet activation, adhesion, and aggregation also contribute to a depletion in 
platelet number, and is fiirther compounded by the reversibly depressed 
fimctioning of platelets remaining in circulation. The coagulation and fibrinolytic 
30 systems both contribute to hemostatic disturbances during and following CPB. 

However, the leading cause of morbidity and disability following cardiac surgery 
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is cerebral complications. Gaseous and solid micro and macro emboli, and less 
often perioperative cerebral hypoperfusion, produce neurologic effects ranging 
from subtle neuropsychologic deficits to fatal stroke. Advances in computed 
tomography, magnetic resonance imaging, ultrasound, and other imaging and 

5 diagnostic techniques have added to the understanding of these complications. 

But with the possible exception of perioperative electroencephalography, these 
technologies do not yet permit real time surgical adjustments that are capable of 
stopping a stroke in the making. Doppler and ultrasound evaluation of the 
carotid artery and ascending aorta, and other diagnostic measures, can also help 

10 identify surgical patients at elevated risk for stroke which are among the growing 

list of pharmacologic and procedural measures for reducing that risk. 

CPB also affects various endocrine systems, including the thyroid gland, 
adrenal medulla and cortex, pituitary gland, pancreas, and parathyroid gland. 
These systems are markedly affected not only by inflammatory processes, but 

15 also by physical and biochemical stresses imposed by extracorporeal perfusion. 

Most notably, CPB is now clearly understood to induce euthyroid-sick syndrome 
which is marked by profoundly depressed triiodothyronine levels persisting for 
days following cardiothoracic surgery. The efficacy of hormone replacement 
regimens to counteract this effect are currently undergoing clinical investigation. 

20 By contrast, levels of the stress hormones epinephrine, norepinephrine, and 

Cortisol are markedly elevated during and following CPB, and hyperglycemia is 
also possible. 

Alternatives to CPB are limited to a few commercially available devices 
that may further require major surgery for their placement and operation such as 

25 a sternotomy or multiple anastomoses to vessels or heart chambers. For 

example, some present day devices used in CPB may require a sternotomy and 
an anastomosis to the ascending aorta for placement. The main drawbacks of 
these devices include their limited circulatory capacity which may not totally 
support patient demands, and their limited application for only certain regions of 

30 the heart such as a left ventricular assist device. These types of devices typically 

require direct access to heart region and open heart surgery. Other available 
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devices that permit percutaneous access to the heart similarly have disadvantages 
such as their limited circulatory capabilities due to the strict size constraints for 
their positioning even within major blood vessels. Moreover, the relative 
miniaturization of these types of devices present a high likelihood of mechanical 
5 failure. In further attempts to reduce the physical dimensions for cardiac 

circulatory apparatus, or any other bodily fluid transport system, the flow 
capacity of these devices are significantly diminished. 

It would therefore be desirable to provide other less traumatic and more 
efficacious methods and techniques for controlling fluids while performing heart 

10 surgery or any other type of major operation. It would be particularly desirable 

if such techniques did not require the use of CPB or a sternotomy. It would be 
even more desirable if such apparatus and techniques could be performed using 
thoracoscopic methods that have been observed to decrease morbidity and 
mortality, cost, and recovery time when compared to conventional open surgical 

15 procedures. 

Another significant disadvantage of surgical procedures on the heart and 
other fluid transport systems within the body is their inherent structural 
instability. The relative flexibility and wide range of movement of organ walls, 
cavities or the like ofi:en complicates delicate procedures that demand a stable 

20 operating platform. For example, the instability of unsupported cardiac walls, 

particularly when the heart is still beating, present significant challenges to the 
surgeon in performing CABG or other similar procedures. A variety of tools or 
probes are currently used in an attempt to minimize the movement of a tissue 
wall, organ or cavity wall, such as the exterior heart wall, and is a well 

25 recognized method used during CABG surgery on a beating heart. For example, 

a probe may be used that consists of a forked pedal placed directly onto the 
surface of a beating heart. These devices and other similar implements simply 
compress the outside wall of the heart or any other body relatively unstable 
surface to reduce its movement, and allows a surgeon to operate in a slightly 

30 more controlled environment. Other commonly used tools that provide similar 

fijnctions may consist of a series of suction cups that uses suction force to 
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suspend or hold areas surrounding the external surface of a surgical site in order 
to reduce undesirable movement. These and other known devices generally hold 
or immobilize only the external surface of an organ or unsupported wall to 
reduce movement at the surgical site. 

During cardiac surgery, the heart is either still beating or immobilized 
entirely which requires further use of CPB. In the past, bypass surgery on a 
beating heart was limited to only a small percentage of patients requiring the 
surgical bypass of an occluded heart vessel. These patients typically could not be 
placed on CPB to arrest the heart, and were operated on while the heart kept 
beating. Meanwhile, patients whose hearts were immobilized and placed on 
CPB often suffered major side effects as previously described. 

The medical community is currently performing more beating heart 
bypass surgery in an effort to avoid the use of artificial heart-lung machines. The 
need for apparatus and equipment to minimize the heart movement during 
surgery is ever increasing but very limited to a small number of devices designed 
for this specific application. Many devices in use today affect the heart motion 
by only interacting with its external wall v/hile the inside wall of the heart is free 
to move about which does not create a motionless surgical site. In bypass 
surgery, it is particularly desirable to maintain the operating site relatively 
motionless during the suturing of these small vessels. Any compromise in the 
quality and integrity of the sutured vessel results in immediate or delayed 
complication that may be life threatening or require additional surgery. It is 
therefore desirable to perform beating heart surgery at surgical sites that remain 
relatively motionless. In order to achieve relative stability with beating heart 
surgery, it is desirable for the operation site be held relatively motionless by 
stabiUzing both the outside and inside surfaces of the organ, or fixing the external 
and internal surfaces of a body wall. The stabilization mechanism should also 
not interfere significantly with the internal flow of fluids such as blood, or 
interfere with blood circulation by affecting heart rhythm through the application 
of any significant force to the heart wall, particularly when a patient has a low 
threshold for manipulating the external wall of the heart. Any significant 
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manipulation of the heart itself may lead to heart fibrillation or arrhythmia, and 
presents an increased risk to the health of the patient. 

5 SUMMARY OF THE INVENTION 

The present invention provides a reverse flow pump system that 
transports fluid between different regions within the body in order to support a 
wide variety of surgical procedures. Another object of the present invention is 
to provide apparatus and methods for the stabilization of surgical sites during 

10 procedures such as heart surgery. 

In one embodiment of the invention, a reverse flow pump for 
transporting bodily fluids is provided with concentric inner and outer 
passageways, and an interior compartment that includes a rotor to reverse the 
directional flow of fluid relative to the pump. A hubless rotor is also provided 

1 5 for efficiently directing the flow of fluid within conduits adjoining the inner and 

outer passageways of the pump. 

Another embodiment of the present invention provides a thoracoscopic 
method for cardiac support during surgical procedures. More particularly, the 
thoracoscopic methods described herein are directed to unloading the heart, and 

20 partially or totally stopping the heart to allow procedures to be performed 

externally on or internally within the heart while the chest may remain unopened. 
The heart may also be unloaded by using a left ventricular blood pump, or a left 
and a right ventricular blood pump for venous and arterial circulation. 

Another variation of the present invention is directed to an endovascular 

25 method and system for preparing the heart for surgical procedures, and 

particularly for unloading the heart, partially or totally stopping the heart. A 
reverse flow blood pump system may be passed through a conduit and 
positioned in a heart chamber or a vessel in preparation to completely or partially 
stop the heart in order to operate on the organ. Another object of the present 

30 invention is to provide a single conduit for introducing a pump system at 

operative sites in the body with the conduit inserted in the body through a portal 
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of minimal size fonned in tissue of a body wall, and engaging an external surface 
of a vessel or the heart to limit any significant bleeding. An inflow cannula may 
further be disposed in a heart chamber to direct blood from the heart into a 
region surrounding the conduit. A single anastomosis may be used to provide a 
5 path for both the inflow and the outflow of a blood pump. 

An additional object of the present invention is to provide an apparatus 
which provides cardiac support during open chest heart surgery, or any other 
surgical procedure that requires total or partial unloading of the patient's heart or 
complete or partial cessation of heart function, and is less traumatic and invasive 

10 to the patient than current apparatus used today. 

In yet another embodiment of the present invention, a method and 
associated apparatus for cardiac support is directed to extravascular or trans- 
valvular procedures that may require only one incision into a major blood vessel 
such as an aorta. The apparatus may include an elongated inner cannula inserted 

1 5 through a portal formed in a major blood vessel or heart chamber that is 

disposed coaxially with an outer conduit. A reverse flow pump may be disposed 
between the proximal openings on the inner cannula and the outer conduit which 
pumps blood delivered by the inner cannula to the outer conduit. The distal 
openings on the inner cannula and outer conduit may be spaced apart and 

20 disposed either in different blood vessels or transvalvularly in the heart so that 

blood flowing into the distal opening of the inner cannula may be delivered 
through the distal opening on the outer conduit located downstream or proximal 
from the distal opening of the inner cannula. A portal may also be formed in the 
aorta with the distal opening on the outer conduit extended therethrough. The 

25 inner cannula may further be positioned through the aortic valve and disposed 

inside the left ventricle to transport blood deposited in the aorta thereby 
unloading the left ventricle. Optional balloons may also be selectively inflated on 
the outside surface of the inner cannula or outer conduit which act to seal off the 
passageway between the sides of the blood vessel and the cannula, to cool 

30 adjacent tissue, or to deliver drugs to adjacent tissue. 
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It is another object of this invention to provide stabilization of the 
external and internal surfaces of the heart wall during cardiac surgery while 
maintaining normal cardiac and circulatory functions. Another object of the 
present invention to substantially immobilize the external and internal walls of 
5 the heart using an inflatable stabilization balloon or a mechanical structure that 

supports the inner wall of the heart to provide additional stabilization of a 
surgical site, and using a forked tool to hold the external surface of the heart to 
provide stabilization of the outer wall of the heart. Another object of the present 
invention is to provide a stabilization balloon or a mechanical structure in 

10 combination with a flow cannula and pump to allow for normal blood circulation 

to assist in heart functions. A catheter may fiirther be included comprising an 
elongated flexible shaft portion with a miniature blood pump and stabilization 
apparatus positioned at its distal end portion. The catheter may further include a 
multilumen arrangement to provide separate paths for inflation of a stabilization 

15 balloon, a pump drive mechanism, and monitoring or diagnostic apparatus. 

These and other objects and advantages of the present invention will become 
more apparent from the following description and accompanying drawings. 



BRIEF DESCRIPTION OF THE DRAWINGS 

20 Fig. 1 is an exploded perspective sectional view of a reverse flow system 

generally showing the reverse flow pump in relation to an inner and an outer 
conduit which direct and control the flow of fluids between different body 
regions. 

Fig. 2 is a sectional side view of the pump portion of a reverse flow 
25 system illustrating the directional change in fluid flow. 

Fig. 3 is an exploded perspective view of a reverse flow pump assembly 
including a pump driving system and positioning apparatus. 

Fig. 4 is a perspective view of an assembled reverse flow pump similarly 
shown in Fig. 3 . 

30 Figs. 5A-5D are exploded perspective views of the housing and the inlet 

compartment for a reverse flow pump. 
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Figs. 6A and 6B are distal side views of the reverse flow pump unit. 

Figs. 7A-7C are side and sectional views of a rotor for a reverse flow 
pump having a hub and blade portions. 

Fig. 8 is a perspective view of a hubless rotor for a reverse flow pump 
5 having a central passageway and blade portions. 

Figs. 9A-E are sectional views of various pump housings with their 
respective rotors and relative flow patterns. 

Fig. 10 is a simplified sectional side view of the drive unit for a reverse 
flow pump assembly. 
0 Fig. 1 1 is a simplified perspective view of a conduit formed by 

conventional techniques showing a clamped vessel and an attached conduit. 

Fig. 12 is a simplified sectional perspective view of a reverse flow pump 
assembly positioned within the conduit shown in Fig. 1 1 . 

Fig. 13 is a simplified sectional side view of a reverse flow system where 
5 the pump assembly is positioned external to a blood vessel grafl:. 

Fig. 14 is a sectional view of a heart and its respective chambers and 
valves including the placement of an inner cannula and an outer conduit for 
assisting the transport of blood between different regions of the heart. 

Fig. 15 is sectional view of the heart showing a portal formed in the aorta 
;0 for the placement of the outer conduit and the inner cannula which also includes 

inflatable balloons positioned in different regions of the heart. 

Fig. 16 is a sectional view showing the positioning of the inner cannulas 
and outer conduits of multiple circulatory support systems in different heart 
regions. 

;5 Fig. 1 7 is a sectional view showing a dual circulatory support system 

supporting both the left and right side of the heart. 

Fig. 18 is a sectional view of a dual circulatory support system further 

including inflatable balloons and ports formed along the inner cannula that are 

positioned in different regions of the heart. 
0 Fig. 19 is a sectional view of the heart illustrating a circulatory support 

and stabiUzation apparatus embodying multiple aspects of the present invention 
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including at least one inflatable balloon in a heart region, a balloon within a heart 
chamber having another surrounding inflatable balloon, and further including 
additional openings formed along the inner cannula. 

Fig. 20 is a sectional side view of a stabilization balloon with an inflation 
5 conduit. 

Fig. 21 is a stabilization system provided in accordance with the present 
invention that is introduced through a femoral artery. 

Fig. 22 is an illustration of the exterior view of the heart and a forked 
instrument used to stabilize an external area of the heart. 
10 Fig- 23 is a partial sectional view of the heart and a stabilization system 

used in cooperation with an intravascular pump. 

Fig. 24 is a partial sectional view of the heart and a stabilization system 
used in cooperation vAth extracorporeal pump. 

Fig. 25 is a simplified sectional view a coaxial lumen assembly for a 
15 centrifugal fluid pump. 

Fig. 26 is a simplified sectional view of a Y connector embodiment of a 
dual lumen fluid transport device with a coaxial lumen assembly for an axial fluid 
pump. 

Fig. 27 is a simplified sectional view of a Y connector embodiment of a 
20 dual lumen fluid transport device with a centrifugal pump. 

Fig. 28 is a simplified sectional view of a Y connector embodiment of a 
dual lumen fluid transport device with a roller pump. 

DETAILED DESCRIPTION OF THE INVENTION 

25 In Fig. 1, a fluid transport system is provided in accordance with one 

aspect of the present invention. The fluid transport system 10 may comprise an 
inner cannula 20 coaxially aUgned with an outer conduit 30, and a reverse flow 
pump 50. The reverse flow pump 50 may direct bodily fluids such as blood 
through the inner cannula 20 to the outer conduit 30, and then throughout other 

30 regions of the body. By using such an arrangement, only one portal 91 may be 

required to be formed in a blood vessel to support various surgical procedures. 
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The inner caimula 20 may be arranged to function as an inlet conduit designed to 
assist the delivery of blood and other bodily fluids to the pump 50 while the 
outer conduit 30 may transport fluid away from the pump 50. It should be 
understood, however, that the relative functions of the inner cannula and outlet 
5 conduit may be exchanged depending on the desired positions of the distal 

opening 22 of the inner cannula 20 and the distal opening 32 of the outer conduit 
30, and the direction of flow controlled by the pump 50. 

The inner cannula 20 in Fig. 1 may be formed v^ith a distal opening 22 
and a proximal opening 24. When positioned for use during heart surgery, for 

10 example, the distal opening 22 may be disposed in a heart chamber through 

major blood vessels such as the left ventricle. As a result, blood entering the 
distal opening 22 of the inner cannula 20 is transported to the pump 50 which 
then directs the blood through the outer conduit 30 to another blood vessel or 
region of the heart. As with many commercially available cannulas, the inner 

1 5 cannula 20 may be tubular and preferably made of flexible, biocompatible 

material such as silicone, and may be reinforced with other material such as steel 
wire to provide sufficient radial stififeess to resist collapsing. The tip 25 of the 
inner cannula 20 may be chamfered and relatively flexible, or not reinforced, in 
order to provide greater flexibility and improved advancement of the inner 

20 cannula 20 through relatively small vessels or chambers that reduces trauma to 

surrounding tissue. The inner cannula 20 may also have a plurality of openings 
27 formed near its tip 25 to allow blood to flow into the inner cannula 20, 
particularly when the distal opening 22 may become occluded or otherwise 
obstructed. A catheter guide wire may also be extended through the cannula 

25 openings 27 to dispose the inner cannula 20 at desired locations throughout the 

body including the heart region. The inner cannula 20 may be formed relatively 
straight or vnth a permanent bend having a 10 to 120 degrees curved portion to 
facilitate installation and removal fi-om a blood vessel or chamber. The inner 
cannula 20 may also be formed of radiopaque material added or printed on its 

30 surface for visibility when exposed to X-ray radiation. 
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As shown in Fig. 1, the outer conduit 30 of the fluid transport system 
may be formed with a distal opening 32 and a proximal opening 34. The outer 
conduit may also be tubular and made of flexible, biocompatible material such as 
silicone, and may be reinforced with other material such as steel wire to provide 
5 sufficient radial stiffiiess to resist collapsing. The distal opening 32 of the outer 

conduit 30 may be extended through a portal 91 to form a closed circuit between 
the inner cannula 20 and outer conduit 30. In a preferred embodiment, the outer 
conduit 30 is an introducer, or a vascular graft;, such as a DacronTM graft, or 
any other commercially available grafts or synthetic conduits used. The proximal 

10 end of the outer conduit 30 may be further connected to an elongated cylindrical 

body 40 for positioning and housing of other pump components. 

The device represented in Fig. 1 may flirther comprise an inflow cannula 
20 attached to a housing cap 60 fitted over a housing body 52, which houses a 
rotor 70 coupled to a drive unit 80. The housing cap 60 may fiirther comprise a 

15 base member 61 and an inlet neck 62 which may be separate components joined 

by welding or similar techniques, or may form a unitary body. The base 
member 61 and the inlet neck 62 are preferably concentric to each other. 
Outflow windows 64 may also be positioned relatively outwardly to inlet neck 
62, and are preferably circumferential and symmetrical to inlet neck 62. The 

20 outside diameter of the housing cap 60 is preferably matched to the inside 

diameter of the housing body 52 for a close tolerance fit, or any other method 
for attaching the housing cap 60 to the housing body 52. The housing body 52 
and the housing cap 60 may also form a unitary body. The outside diameter of 
the pump 50 may match the inside diameter of a graft 30 so that a hemostatic 

25 seal is maintained between the outside diameter of the housing body 52 and the 

inside diameter of the graft 30. It should be noted again that the present 
invention may transport and control blood or any other bodily fluid. 

As shown in Fig. 2, the pump assembly of the fluid transport apparatus 
includes a reverse flow pump 50 with coaxially aligned or concentric inlet and 

30 outlet ports. The reverse flow pump 50 for this particular embodiment of the 

present invention further includes a rotor 70 axially aligned inside a cylindrical- 
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shaped housing body 52. The rotor 70 is connected to a drive shaft 81 which is 
rotated at variable rates of relatively high speed by the driving unit 80, The 
distal opening of the housing body 52 of the pump 50 may be covered with a 
housing cap 60. The housing cap 60 is preferably constructed of stainless steel 
5 or rigid polymer and may be formed with a plurality of outflow windows 64. 

The outflow windows 64 may be radially aligned around an inlet neck 62 formed 
in the base member 61 of the housing cap 60. The housing body 52 illustrated in 
this embodiment of the present invention is generally cylindrical-shaped and 
includes a longitudinally and concentrically aligned inlet tube 55. The inlet tube 
10 55 may be integrally attached at one end to the base plate 53 and include a 

centrally aligned distal opening 56. A plurality of radially aligned cut-outs 57 
may also be formed along various portions of the inlet tube 55 to permit the 
passage of fluid. 

A rotor 70 may be disposed longitudinally inside the inlet tube 55 as 

1 5 shown in Fig. 2. During operation of the fluid control apparatus in this 

configuration, the rotor 70 is rotated by the driving unit 80 through an opening 
or hole 54 in order to direct fluids such as blood from the inlet tube 55 out 
through the cut outs 57. The outside diameter of the inlet tube 55 is preferably 
smaller than the inside diameter of the housing body 52 which creates a 

20 passageway 59 between the inlet tube 55 and the housing body 52. A housing 

cap 60 is attached to the distal opening of the housing body 52. The housing cap 
60 may include a circular or disc shaped base member 61 designed to fit over the 
housing body 52. A cylindrical inlet neck 62 may also be formed perpendicular 
to and centrally aligned to the base member 61. The outside diameter of the inlet 

25 neck 62 is smaller then the inside diameter of both inner cannula 20 and the outer 

conduit 30 which forms another passageway 65 for the reverse flow of fluid such 
as blood. The inlet neck 62 may also be joined temporarily or permanently to the 
proximal opening 24 of the inner carmula 20 by bonding or welding, or may even 
be integrally formed. The passageway 59 and the outflow windows 64 of the 

30 housing cap 60 may be aligned with passageway 65 when the housing cap is 

assembled with the housing body 52. 
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The fluid transport apparatus 10 shown in Figs. 1 and 2 may further 
include an elongated cylindrical body 40 connected to the proximal opening 34 
of the outer conduit 30. The elongated body 40 may house both the pump 50 
and the drive unit 80. The cylindrical body 40 may be formed with various 
5 dimensions to conveniently provide fiirther assistance in positioning the 

apparatus 10 in a desired location. The distal opening 22 of the inner cannula 20 
and the distal opening 32 of the outer conduit 30 may be spaced apart and 
located in different blood vessels, for example, or on opposite sides of a heart 
valve so that blood may be pumped from one blood vessel or chamber to other 

10 regions of the heart. The inner cannula 20 and the outer conduit 30 may be 

coaxially aligned and formed with a sufficient length so that only one portal 
opening may be required into a major blood vessel, chamber, or any other body 
passageway. The lengths of the inner cannula 20 and outer conduit 30 may 
further be varied in accordance with particular applications such as open heart 

1 5 surgery, or during closed heart or other laproscopic procedures which involve 

forming other openings to provide percutaneous access to inner body regions. 

As shown in the perspective views of the reverse flow pump in Figs. 3 
and 4, a positioning rod 273 may be used to allow the transmission of torque or 
other force from positioning rod proximal end to the drive unit 80 (see Fig. 10) 

20 without any significant dampening. The positioning rod 273 is preferably made 

from a metal or relatively stiff polymer and may comprise a central passage 275 
extending the entire length of the positioning rod 273 and used for passing a 
guiding element 28, such as a guide wire or a catheter or like devices, through its 
center. The central passage 275 of the positioning rod 273 may form a 

25 continuation of a central passage formed in the shaft of drive unit 80, and may be 

used for passing electrical wire 272 or like elements to the drive unit. The 
central passage 275 of the positioning rod 273 is also preferably concentric with 
the outside diameter of positioning rod 273. The distal portion of the 
positioning rod 273 may be matched to a groove 205 formed in the drive unit 80 

30 to form a press fit, or to attach to the drive unit by welding, bonding or forming 

a unitary part. The proximal end of the positioning rod 273 may fijrther 
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comprise two handles 274 to assist in the handling of the positioning rod during 
placement of the pump 50, and to prevent pushing the positioning rod 273 past 
the handles into a conduit. Since another variation of the present invention 
provides for the insertion of a left heart pump into a patient's cavity, vessel, or 

5 tissue without the use of a guide element 28, the central passage 275 of the 

positioning rod 273 may therefore be removed or may simply provide for passing 
wires, tubes or similar accessories needed by the drive unit 80. When a heart 
pump is inserted unassisted, the inner cannula 20 may simply be advanced by 
itself into a vessel or chamber. 

0 Figs. 3 and 4 fiirther illustrate silicone plugs 298 and 299 that may also 

be used to assist in sealing the pump, and may be formed with resilient flexible 
material such as siUcone or like material. The outside diameter may be matched 
to the inside diameter of an outer conduit. Central holes 296 and 297 of the 
distal silicone plugs 298 and 299 are relatively concentric to their outer diameter. 

5 Grooves 294 and 295 may be formed circumferentially and midway between the 

proximal and distal face of the silicone plugs. Slits 292 and 293 may extend 
through the entire length of the silicone plugs and extend from the outside 
surface of the silicone plugs to the central holes 296 and 297. 

As shown in Figs. 5 A-D, the housing body 52 is preferably tubular and 

0 includes a concentric inlet tube 5 5 . When the housing body 52 and the inlet 

tube 55 are concentric and joined to a base plate 53, a passage 59 is thereby 
formed for blood or other fluid to flow within. The passage 59 of the housing 
body 52 and the outflow windows 64 of the housing cap 60 may be aligned when 
the housing cap and the housing body are assembled coaxially. The inlet tube 55 

5 may comprise multiple cut-outs 57 at its proximal end to connect the passage 59 

with the inlet tube 55. The profile of the inlet tube 55 is not necessarily 
cylindrical and may vary in shape to match the outside profile of the rotor 70. 
Both profiles may be matched and varied according to pump design, i.e. an axial 
pump may have a cylindrical profile or a centrifiigal pump may have a overall 

0 conical profile. A clearance between the inlet tube 55 profile and the rotor 70 

should exist to permit the rotor 70 to rotate without contacting the walls of the 
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inlet tube 55. The inlet tube cut-outs 57 may be generally circular, and may 
depend on the rotor and pump category or application. The proximal end of the 
inlet tube 55 may be pressed into a matching groove 51 of the base plate 53. 
The base plate 53 may comprise a groove 51 that is preferably concentric vv^ith 
5 the base plate 53 circumference, and a central hole 54 that is preferably 

concentric with the groove 51. The outside diameter of the base plate 53 may be 
matched to the inside diameter of the housing body 52 to provide an interference 
fit to hold the base plate 53 and the housing body 52 together. The base plate 53 
and the housing body 52 may be formed of a unitary part or a multiple parts 
10 joined together by known techniques such as welding, bonding, or like 

techniques. The housing body 52 proximal end may be attached to the distal end 
of drive unit 80. 

Figs. 6A and 6B are distal side views of the reverse flow pump unit. In 
Fig. 6A, the housing cap 60 is illustrated as having an inlet neck 62 and outflow 

15 windows 64. The inner cannula 20 circumferentially surrounds the inlet neck 62 

to direct fluid towards pump unit. The shape and relative number of windows 64 
in the housing cap 60 may of course vary. Although shown as a substantially 
concentric circular configuration, the particular shape of the housing cap 60 and 
inlet neck 62 may also vary. The rotor 70 within the housing body 52 may be 

20 configured and rotate in a direction that would permit fluid to enter the pump 

through the housing windows 64 and directed away from the pump through the 
neck 62 of the housing cap. Fig. 6B illustrates yet another variation of the 
housing cap 60 for the pump unit, and may be selected to cooperate m particular 
with the operation of a hubless rotor (shown in Fig. 8) for the reverse flow 

25 pump. Although the housing cap windows 64 are shown to be circumferentially 

surrounded by a centrally located housing cap neck opening 62, the spacing, 
position and geometry of these passageways may be varied. The housing cap 
neck opening 62 may also vary in size and accommodate various inner cannula 
diameters. 

30 Figs. 7A-C and 8 illustrate various configurations of a rotor 70 that may 

be used in a reverse flow pump or any other type of fluid transport apparatus. 
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As shown in Figs. 7A-C, the rotor 70 may comprise a single or multiple blades 
72 extending from a longitudinally aligned central hub 74. The blades 72 of the 
rotor 70 assist in directing and controlling fluid direction. Accordingly, the 
reverse flow pump may generate flow rates of up to 8 or 9 liters per minute 
5 depending upon the particular pump dimensions and configuration, and is fully 

capable of supporting circulatory functions of the heart. 

The rotor 70 is preferably an axial or a centrifligal hydraulic rotor, and 
profiled to provide lift to surrounding fluid when the rotor is rotated. As shown 
in Fig. 7C, a central rotor passage 73 may extend the entire length of the rotor 

10 70 and preferably forms a continuation of central passage 82 of drive unit 80. 

The central rotor passage 73 of the rotor 70 may be left open or closed at the 
distal end of passage 73 with a gland valve 77 or similar closure entities to help 
keep blood or fluid outside of the passage. The disclosed gland valve 77 is 
presented as an example and is not meant to be the only method that may be 

1 5 used in keeping the fluid outside of passage 73 of the rotor 70. Gland valve 77 

may be made from a flexible and resilient material such as silicone. The gland 
valve 77 may fiirther comprise a central conical opening 75 with a diameter of 
0.040 inches at the proximal end of the valve gland and a slit 71 at the distal end 
of the gland valve. The slit 71 may allow the passage of commercially available 

20 guide wires or similar devices for guiding the pump to its intended placement, 

and may also close and provide sufficient hemostasis when the guide wire or 
similar devices are removed from the gland valve 77. When no guide wire is 
used to position the pump assembly, the central rotor passage 73 of the rotor 70 
may be removed entirely, and the gland valve 77 may be replaced with a conical 

25 or bullet shaped metallic or polymeric cap that is similar to the outside profile of 

the gland valve and formed without a slit 71. 

In accordance with another variation of the present invention, as shown 
in Fig. 8, a hubless rotor 170 may be selected for the reverse flow pump system. 
The hubless rotor 170 may include a central portion 171 with an open central 

30 passageway 173 to permit the directional flow of fluid relative to the pump and 

an external surface with rotor blades 172 to reverse and direct the flow of fluid 
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away from the pump. A base portion 174 and the rotor blades 172 may be 
selected to position and support the center portion 171 of the hubless rotor 170. 
The base portion 174 may be disc shaped and may include a shaft 176 that is 
directly or indirectly connected to a rotor drive unit. Although the blades 172 of 
5 the illustrated embodiment also support the center portion 1 71, it is understood 

that the supporting members may also be separately formed from the blades. 
The central portion 171 of the hubless rotor may be generally formed with a 

i 

cylindrical geometry or other suitable configurations to permit the directional 
flow of fluid through the center region of the hubless rotor 1 70 and the reverse 
1 0 flow of fluid along the relatively outer region of the rotor. The particular rotor 

blades 172 shown in Fig. 8 are generally formed in spiral or helical pattern, but 
may similarly have other configurations to effectively direct fluid to enter and 
exit the pump. 

Figs. 9A-E illustrate several simplified cross sections of various 
1 5 embodiments of the present invention. Each of the illustrated reverse flow 

pumps essentially consist of an outer pump housing and a rotor. The pump 
~ further consists of an inlet passageway and a separate outlet passageway to 

direct the flow of fluid as indicated by the arrows included in the figures for 

purposes of illustration. However, the direction of fluid flow may be reversed by 
20 changing the direction of the rotor movement or by varying the rotor blade 

configuration. In Figs. 9 A and 9B, an additional interior compartment 160 is 

included within the outer pump housing 152. The interior compartment 160 may 

be formed with walls 162 or 164 that surround at least a portion of the rotor 70. 

The interior compartment 160 may alternately be described as an inlet tube when 
25 fluid is drawn into the pump 50 within this region before being expelled through 

the region defined by the outer pump housing 152 and the interior compartment. 

Although the inlet compartment 160 and the pump housing 152 shown 
^ throughout Figs. 9A-E in section are preferably cylindrical, they may of course 

be altered accordingly for different applications. 
30 The reverse flow pump shown in Fig. 9A may be described as an axial 

flow pump in view of the generally axial direction of the fluid flow relative to the 
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shaft 76 of the rotor. In this particular embodiment of the present invention, the 
walls 162 of the interior compartment 160 extend circumferentially around the 
rotor 70 to direct the fluid in an axial direction towards the base 154 of the pump 
housing 152 before being directed away from the pump 50 in the region defined 

5 by the interior compartment 160 and the outer pump housing 152. In Fig. 9B, 

the reverse flow pump shown may be described as a centri&gal flow pump in 
accordance with the general outwardly direction of the fluid flow relative to the 
shaft 76 of the rotor 70. In this particular embodiment of the present invention, 
the walls 164 of the interior compartment 160 extend around a portion of the 

0 rotor 70 to direct the fluid in a general direction towards the housing walls 156 

of the pump housing 152 before being directed away from the pump 50 in the 
region defined by the interior compartment 160 and the outer pump housing 152. 

Fig. 9C illustrates another variation of the present invention that includes 
a reverse flow pump 150 with a hubless rotor 170. The hubless rotor 170 

5 basically consists of a central portion 171 that is positioned within the pump 

housing 152 by supporting members and a rotor base plate 174. The rotor 170 
may also be formed with a tapered opening 178 corresponding to a tapered 
opening 153 formed in the housing cap 60 to form a relatively close fit. The 
hubless rotor 170 of the reverse flow pump tends to draw fluid entering the 

to pump away from the unit so as to reduce the direct impact of the fluid against 

housing walls or the base of the pump. In this manner, a reverse flow pump with 
a hubless rotor may be characterized as both an axial and a centrifugal flow 
pump that embodies characteristics of each configuration. A relative degree of 
improved efficiency has been observed with the hubless rotor configuration 

15 shown in Fig. 9C as compared to the rotor designs illustrated in Figs. 9 A and 9B. 

Satisfactory flow rates are achieved nonetheless with these and other rotor 
configurations for the present reverse flow pump. 

The various rotor designs that may be used in accordance with the 
principles of the present invention include rotors having central passageways 

!0 with externally formed blades, internally formed blades, or with no blade portion 

at all. For example, in Fig. 9D, a hubless rotor is shown with external blades in 



-19- 



wo 99/02204 



PCT/US97/18674 



partial conical form. The periphery of the rotor 1 70 in this variation generally 
conforms to the inner surfaces of the pump housing 1 52 while still permitting the 
passage of fluid around the outer surface of the rotor. At the same time, a 
hubless rotor 170 may also have blades formed internally within the central 
5 portion 171 (not shown), or with no rotor blades as shown in Fig. 9E which may 

be referred to as a shear pump design. The reverse flow pump 150 and rotor 
assemblies shown in Figs. 9C-E generally permit fluid to travel through the 
center of the rotor 170 ordinarily occupied by a central hub. The open 
passageway 173 formed in the central portion 171 of the hubless rotor 170 

10 permits fluid to be drawn into the reverse flow pump 1 50 and subsequently 

directed away from the pump. As indicated by the directional arrows drawn in 
Figs. 9C-E, the open passageway 173 may be aligned with the inlet passageway 
158 of the pump housing 152, and the region external of the central portion 171 
of the hubless rotor 170 may be aligned with the outlet passageway 159 of the 

15 pump 150. 

Fig. 10 illustrates a drive unit 80 that may be used in accordance with the 
present fluid control and delivery system. The drive unit 80 may be a miniature 
electric motor with an outside diameter equal to or less than the outside diameter 
of a housing body. The drive unit 80 may also be a pneumatic driven turbine 

20 that is used to transform energy from a pressurized source to a rotary motion of 

shaft 81 or any other device that could impart rotation. The proximal face of the 
drive unit 80 may comprise a groove 205 for attachment to the distal end of a 
positioning rod 273 (shown in Figs. 3 and 4). A central passage 82 with a 
diameter of approximately 0.040 inches may also extend through the entire 

25 length of the shaft 81. The shaft 81 may be coupled directly or indirectly to a 

rotor and transmit any shaft rotation to rotor rotation. A blood seal 84 may be 
attached to the drive unit 80 and may comprise a central cavity 83 containing a 
biocompatible lubricating fluid, such as nutrilipid, dextrose solution, glycerin, or 
alike. The blood seal 84 may further comprise two thin lips 88 that engage the 

30 outside diameter of shaft 8 1 to form a closed chamber to retain the lubricating 

fluid inside the central cavity 83 during the pump operation. Alternate blood seal 
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designs well known in the art may also be used in the drive unit 80. A 40% 
dextrose solution may also be used as a lubricating fluid with a continuous 
infusion of dextrose into the seal area. When the selected drive unit is electrical, 
as shown in Fig. 10, an electric stator 89, a magnetic rotor 90 and two bearings 
5 78, may be used in a conventional method to transform electric energy into 

rotational motion. Furthermore, when the pump or fluid transport apparatus is 
positioned without the use of a guide element, such as guide wire, catheters and 
like devices, the central passage 82 formed in the shaft 81 of the drive unit 80 
may be removed or used for functions other than a passage for a guiding 

10 element. 

As shown in Fig. 1 1, the installment of fluid transport apparatus often 
includes the anastomosis of the distal end of the outer conduit 30 to the sides of 
a targeted blood vessel or chamber using thoracoscopic suturing, or 
microstapling. Prior to suturing the outer conduit 30 to a blood vessel or cavity 

15 wall, the vessel or wall portion may be isolated by using a C-clamp, 

thoracoscopic clamps, or any other type of similar clamp 300 that is capable of 
assisting in forming small ports into the body of a patient, and preferably capable 
of isolating only a section of the wall without complete occlusion of the vessel. 
After a portal 91 is created in the desired blood vessel or body cavity, as 

20 shown in Figs. 1 1 and 12, the outer conduit 30 is inserted into the portal. A 

suture may be used to secure the outer conduit 30 in place relative to the portal 
91 . A commercially available high stiffness guide wire 28 may also be passed 
through the outer conduit 30 to assist in the placement of the inner cannula 20. 
The outer conduit or graft 30 may also be of sufficient length to accommodate 

25 the pump 50 from the distal end of cannula 20 to the proximal end of the 

positioning rod 273. Alternatively, the pump may be positioned externally 
relative to the outer conduit (as shown in Fig. 13). After placing the pump 50 in 
the outer conduit 30, the outer conduit may be filled with saline solution, and the 
pump may also be primed, if desired, to substantially remove the presence of air 

30 fi-om the pump and the outer conduit. The driving unit 80 may then be installed 

in a proximal position relative to the pump 50. A proximal silicone plug 298 
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may be mounted on the positioning rod 273 and advanced to seal the outer 
conduit 30 and the driving unit 80. A suture may be tied on the outside of the 
outer conduit 30, and in the area of the graft overlaying proximal groove 295 of 
the proximal silicone plug 298 to secure the plug to the proximal part of the 
5 conduit. After the installation of the fluid transport apparatus 10, the C-clamp is 

released gradually, and homeostasis at potential bleeding sites are visually 
examined unassisted or with the aid of a viewing scope. Upon achieving 
acceptable homeostasis or stability, the C-clamp 300 may be completely released 
but should be kept in ready position to clamp the anastomosis site in case of an 

1 0 emergency. A guide wire 28 may be also advanced with the help of imaging 

techniques to dispose the distal end of the inner cannula 20 in the desired blood 
vessel, heart chamber or other body cavity. The guide wire 28 may be inserted 
and positioned to a desired location before being passed through an opening or 
orifice formed on the distal end of the inner cannula 20. As a result, the distal 

1 5 end of the inner cannula 20 may be guided to a location before removing the 

guide wire 28. While positioning the distal end of the inner cannula 20, the 
pump 50 may need to be advanced in the outlet conduit 30 by pushing the 
positioning rod 273 into the outer conduit or graft. When pump 50 reaches the 
desired position, the distal silicone plug 299 may be advanced to the proximal 

20 side of the drive unit 80 and secured in place by a suture, a laproscopic clamping 

device, or other similar techniques. A suture or a laproscopic clamping device 
may be employed to hold the apparatus in position or the outside diameter of the 
housing body 52 may also be secured to the outer conduit or graft 30 using 
similar techniques to secure the distal plug 299. After securing the pump 50 to 

25 the graft, the guide wire 28 may be removed before the pump is activated. 

Alternatively, the guide wire 28 may be removed immediately after positioning 
the inner cannula 20 relative to the outer conduit 30. The pump 50 may then be 
secured to the proximal ends of the inner cannula 20 and the outer conduit 30. 
Accommodations for passage of the guide wire 28 through other components of 

30 the fluid transport apparatus may thus be avoided. 
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After the pump 50 is activated, medication or drugs for slowing or 
completely stopping the heart may be administered when used to support cardiac 
functions. The pumping rate of the pump 50 may be adjusted to maintain 
sufficient circulation or to accommodate changes in circulatory demand. The 
5 pump 50 may also be equipped with sensing devices (not shown) for measuring 

various body conditions such as the blood pressure, the presence of blood, or 
other parameters that would suggest the need for altering the flow rate of the 
fluid transport apparatus 10. For example, the apparatus may include pressure 
sensors along the inner cannula 20 so that a preset pressure change would signal 

10 the need to change the pumping capacity of apparatus. The pump 50 may 

include sensors to sense the pressure at the distal end of the cannula 20 so that a 
preset pressure change could signal the need to change the pumping capacity of 
pump. When the pressure at the distal end of inner cannula 20 decreases by a 
certain increment, which indicates the commencement of pump suction, a 

15 controller used with the apparatus 10 may provide warning signals or 

automatically decrease the flow rate of the apparatus until returning to a preset 
pressure at the inner cannula. 

In the removal of the fluid transport apparatus, the suture or laproscopic 
clamping device for the apparatus is first discormected enabling it to be moved. 

20 The silicone plugs 298 and 299 and housing body 52 are freed and removed. 

The pump 50 is then retracted through the outer conduit 30, and the C-clamp 
300 is engaged and clamped to isolate the portal site. The anastomosis may be 
restored using common thoracoscopic techniques for suturing or stapling before 
being removed. Finally, the surgical site is closed using known surgical 

25 techniques. 

When the present fluid support apparatus is selected for circulatory 
support of the heart, a method for effectively transporting blood between regions 
of the heart may basically include: selecting a blood flow support apparatus 10 
including a coaxially aligned inner cannula 20 and an outer conduit 30, a 

30 coaxially aligned reverse flow pump 50 disposed therebetween; forming a 

portal 91 in a blood vessel in communication with the heart; cormecting the outer 
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conduit through the portal; inserting the inner cannula through the outer conduit 
and the portal so that the distal opening 22 of the inner cannula is disposed on 
opposite sides of a desired heart valve or region relative to the distal opening 32 
of the outer conduit, and activating the reverse flow pump so that blood adjacent 
5 to the distal opening of the inner cannula is pumped through the inner cannula to 

the outer conduit. 

As shown in Fig. 12, a guide wire 28 may be advanced with the help of 
imaging techniques to any of the heart chambers or vessels. In preparation for 
insertion of a fluid transport system into a patient, a commercially available high 

1 0 stiffness guide wire 28 may be used and passed through the central passage of 

the positioning rod 273 proximal end, to the distal end of the rotor 70, passing 
through the gland valve 77, and through the cannula 20. The pump 50 and the 
guide wire 28 may be are inserted into a graft or outer conduit 30 and advanced 
to the clamped section of a vessel. 

15 In another embodiment of the present invention shown in Fig. 13, the 

pump 50 may be sealed and attached to the outer conduit 30 with an external 
drive unit 80. This variation includes the use of a pump 50 that is kept outside 
the skin of a patient 94 wherein the pump attaches to the proximal end of grafl 
30. The outer conduit or graft 30 is anastomosed as described above, but the 

20 pump 50 is not inserted into the inside diameter of this outer conduit. Rather, 

only the distal end of the main outflow housing 52 is inserted into the outer 
conduit 30 and secured by using a suture tied around the outside diameter in the 
area overlapping the outer conduit. The pump 50 outflow discharges from 
outflow windows 64 into the inside diameter of outflow housing 52. An 

25 advantage offered by this embodiment of the present invention is the use of a 

pump 50 that is kept outside the skin 94. This variation effectively avoids the 
requirement for both the pump housing body 52 outside diameter and the outside 
diameter of the drive unit 80 to be smaller than the inside diameter of the outer 
conduit 30. The outside diameter of the pump rotor and all internal parts 

30 dimensions may therefore be larger than described earlier, which may simplify 

the pump designs, and may enable the device capacity to be increased 
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significantly without increase in pump design sophistication. As with other 
embodiments of the present invention, this variation may obviously be used with 
patients that already have their body open for a surgical procedure wherein graft 
30 is not passed through the skin to access a vessel, heart, cavity, or any other 
5 body region. 

Fig. 14 is an illustration of another cardiac support apparatus 10 that may 
be used in accordance with the concepts of the present invention. The illustrated 
fluid transport apparatus 10 provides cardiac support to the right side of the 
heart by pumping blood from the right ventricle 97 to the pulmonary artery 98. 

10 In this instance, a portal 9 1 is formed in the pulmonary artery 98 through which 

the distal end of the outer conduit 30 is extended. The inner cannula 20 may be 
inserted into the portal 91 and through the pulmonic valve 95 to reach the right 
ventricle 97. Both the inner cannula 20 and the outer conduit 30 may of course 
be connected to a reverse flow pump, and may be further selected of appropriate 

15 lengths to facilitate endoscopic procedures or to provide on-site cardiac support 

which minimizes exposure of circulated blood with foreign surfaces. 

Fig. 15 is an illustration of another variation of a cardiac support 
apparatus 10 adapted particularly for left heart assistance. An outer conduit 30 
is attached to a portal 91 formed in the aorta 92, and an inner cannula 20 is 

20 continuously extended through the portal 91, the aortic and mitral valves 96, 99, 

respectively, and eventually the left atrium 93. An optional balloon 85 may also 
be disposed on the outside surface of the inner cannula 20 to seal, or to deliver a 
cool fluid or mediation to the adjacent tissue. The balloon 85 may be disposed 
around the inner cannula 20 and connected to a conduit 86 through which air, or 

25 a suitable coolant, or mediation may be transported to the balloon 85. When the 

balloon 85 is used to deliver medication, a plurality of perforations 87 may be 
formed on the surface of the balloon 85 to allow medication to be delivered to 
the surrounding tissue. The inflatable balloon 85 may also create a separation in 
a body cavity to provide for the transport of fluid between the regions 

30 surrounding the distal end of the inner cannula 20 and the distal end of the outer 

conduit 30. In this configuration, the irmer cannula 20 does not necessarily pass 
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through body compartments separated by valves or other separating body 
members. For example, the inflatable balloon 85 may isolate an organ such as a 
kidney or seal a region of the body when pressurized within a body cavity or 
vessel. Fluid may be delivered under pressure from the inner cannula 20 to the 
5 region surrounding the outer conduit 30. Accordingly, the inflatable balloon 85 

may be used alone or in conjunction with other variations of the present fluid 
transport and control system. 

Another variation of the present invention is the insertion of a heart pump 
into the left heart side and simultaneously inserting a second heart pump into the 

10 right heart side of the patient as shown in Fig. 16. An inner cannula 20 may be 

placed in the left atrium and the second cannula 120 in the right ventricle. The 
inflow cannula tip 25 of cannula 20 placed in the left heart side may be advanced 
and placed in the left ventricle, left atrium, or any of the left heart vessels. 
Meanwhile, the inflow cannula tip 125 of the second cannula 120 may be placed 

15 in the right heart side and advanced into position in the right ventricle, right 

atrium, or any of the right heart vessels. Whether the heart pumps of the present 
invention operate in unison, or singularly, the circulatory functions of the heart 
may be supported in open or closed heart surgery without necessarily 
immobilizing or arresting the heart which would further require extensive 

20 surgical procedures and apparatus. 

Fig. 17 illustrates another variation of the present invention involving the 
insertion of a left heart pump into the left side of the heart, and simultaneously 
inserting a second heart pump into the right side of the heart. A cannula 20 may 
be placed in the left atrium and a second cannula 120 from another pump may be 

25 placed in the pulmonary artery and passed through the vena cava, right atrium, 

and right ventricle. The heart pumps shown are similar except that cannula 20 of 
the left heart pump may function as inflow cannula while cannula 120 of the 
second pump may function as an outflow cannula as earlier described. An outer 
conduit 30 when used with left heart pump may function as an outflow cannula 

30 while the outer conduit when used with the second pump may fimction as an 
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inflow cannula. As discussed above, the second cannula 120 may have all of 
characteristics and capabilities of the first cannula 20. 

Another variation of the present invention is the insertion of a left heart 
pump into the left heart side, and simuhaneously inserting a second heart pump 
5 into the right heart side of the patient as shown in Fig. 18. The cannula 20 in this 

embodiment may comprise a distal balloon 185 for occluding the mitral valve, 
and a proximal balloon 186 for occluding the ascending aorta below the 
anastomosis site, and an orifice 187 for injection or suction of a fluid. Another 
cannula 120 firom a second pump may also comprise a distal balloon 183 for 

10 occluding the pulmonic valve. However, as explained above, the second irmer 

cannula 120 in this variation of the present invention serves as an outflow 
conduit while the outer conduit 130 serves as an inflow conduit. Another 
alternative provides for the occlusion of the mitral valve and the pulmonic valve 
of the patient, but not the occlusion of the ascending aorta. By operating both 

1 5 pumps, the heart may be partially or completely unloaded, and arrested by 

infusing drugs into the heart itself through the fluid orifice 187. As a resuh, this 
procedure provides a minimally invasive and less traumatic technique to maintain 
heart functions, and may be particularly suitable for endoscopic applications. 
Fig. 19 illustrates another variation of the present invention which 

20 includes a cannula 20 extending through an outer conduit 30. The cannula 20 of 

the pump may also be formed with multiple balloons on the outside diameter of 
cannula 20 that may be inflated through separate or common ports located 
outside the patient's body with air or fluid. A balloon 186 that may be formed at 
any position along cannula 20 may be inflated through a port and passageway 

25 194 located outside of the patient's body with air or fluid to force a heart cavity 

to stretch. The balloon 186 may also be inflated to occlude a vessel, a cavity, a 
heart chamber, or a wound in any tissue or organ, or it may be filled with air or 
fluid of a lower or higher temperature than the surrounding tissue to cool or to 
heat a vessel, a cavity, a heart chamber, or a wound in any tissue or organ. The 

30 balloon 186 may also be inflated to hold a heart valve open, to hold a flap open, 

or to hold any internal structure in a desired position. Another balloon 190 may 
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also be inflated through a port and passageway 196 located outside the patient 
body with air or fluid and force this second balloon 190 against the wall of a 
vessel, a cavity, a heart chamber, or a wound in any tissue or organ. This 
balloon 190 may further include a surrounding balloon 192 that may be 
5 perforated and used to inject drugs, cardioplegia solutions to arrest the heart, or 

any other therapeutic agent through the balloon perforations to treat, affect or 
alter the tissue in contact with balloon. The surrounding balloon 192 may 
similarly be inflated through a common port with its adjoining balloon 190, or a 
separate port and passageway 198 located outside the patient body with a variety 

1 0 of drugs or therapeutic agents. The ports and passageways of all the 

aforementioned balloons may be formed adjoining to or concentric with the 
cannula 20. An orifice 187 may also be formed in the cannula 20 and located 
between two balloons to serve as an inflow port in conjunction with the cannula 
tip 25, or when the cannula tip may become occluded. The orifice 187 may also 

15 be positioned anywhere along cannula 20 surfaces. The orifice 187 may 

alternatively be used as an injection port, a port for measuring pressure in areas 
proximal to the orifice or a suction port that could be accessed from a port 
located outside of the patient's body. The orifice 187 and the inner lumen of 
cannula 20 may of course be separated, and may not affect each other and their 

20 respective functions. 

Another aspect of the present invention includes stabilization apparatus 
and related methods for providing relatively stable surgical sites as shown in Fig. 
20. The stabilization system 410 may basically comprise a stabilization cannula 
41 1 with an inner passageway 414 for fluid transport that is formed of a 

25 reinforced wire 418 with a proximal end 413 and a distal end 415, an inflation 

lumen 412, and an inflatable stabilization balloon 440 attached to the outer 
surface of the cannula. The stabilization balloon 440 may also be shifted relative 
to the stabilization cannula to allow the stabilization of different areas of the 
heart, and may be formed of two diflferent devices, and not integral formed as 

30 one device, that are designed to work together to achieve the described function 

above. The balloon 440 may be formed of permeable material that will allow 
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difilision of a fluid that may also be used to inflate the balloon towards the 
outside surface of the balloon. The fluid may also contain a number of drugs 
used to affect the area in direct contact with the balloon 440 or be used to 
control the temperature of tissue in the proximity of the balloon. The 
5 stabilization cannula 411 is preferably made from a thin wall elastomeric 

material, such as siHcone or urethane, and may include encapsulated wire 
material 41 8 to provide some degree of kink resistance. The inflation lumen 412 
may be a tubular section cormecting an open proximal end 417 with a miniature 
side opening 416, and a blocked distal end 419. The distal end 419 may be 
10 blocked by adhesive or alike methods to contain any fluid in inflation lumen 412 

from leaking out. The inflation lumen 412 may be in communication with the 
balloon interior 442 via a small side opening 416 in inflation lumen 412. The 
inflation lumen 412 may be in communication with the outside of the body 
through one of the catheter lumens 422. The injection of any fluid at the 
1 5 proximal end 4 1 7 or through catheter lumen 422 assists in the inflation of 

inflatable balloon 440. 

The stabilization apparatus 410 and a pump 420 may be introduced into 
the body as shown in Fig. 21 through the femoral artery 430 with a catheter 428 
linking the device to the exterior of the body. The catheter 428 may be a 
20 multilumen catheter with separate lumens to drive the pump 420, to measure 

pressure in the vicinity of the catheter along its entire length, to deliver or 
remove fluid, to enable the passage of small diameter guides or leads, or to 
perform other similar functions. Other lumens may be included in the catheter 
428 to measure pressure, deliver or aspire fluid, for guide wire or tools passage, 
25 or usage of a catheter lumen. The stabilization carmula 411 further includes a 

distal end 415 and a stabilization balloon 440 with an interior 442. The distal 
end 419 of the inflation lumen 412 may be blocked and have an opening to 
inflate the balloon interior 442. The external surface of the heart 446 may be 
stabilized, as shown in Fig. 22, by using commercially available tools 447 (such 
30 as CTSI Stabilizer) that may be forked to hold a specific section of the heart 

from moving outwardly. Meanv/hile, the stabilization cannula 411 may be 
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positioned within a ventricle or atrium. After proper positioning, a pump may be 
activated and take over the left ventricle function. The balloon 440 may be 
inflated until the ventricle wall is restrained from inward movement. The heart 
wall therefore becomes relatively fixed and reduces any significant movement in 
5 order to allow the surgeon to perform delicate procedures such as suturing a still 

vessel. The balloon 440 may also be inflated so as to not entirely occlude the 
area it occupies in order to allow blood or other liquids to flow around the 
balloon. The stabilization cannula 41 1 and balloon 440 may also be positioned in 
an atrium instead of a ventricle to fixate the heart wall at the atrium level instead 

10 of the ventricle level. The right side of the heart may be accessed through the 

femoral vein, the neck or arm arteries, through direct insertion into the right 
atrium or right ventricle, through the pulmonary artery, or any vein of the 
adequate size. Alternatively, a mechanical structure may be employed instead of 
a balloon 440 to achieve the same stabilization described above. For example, 

15 any mechanical fixation may be used including hinged arms that have low profile 

during insertion, and may expand when advanced to the right position to provide 
support from the interior surfaces. Similarly, this stabilization apparatus 410 
may further be used to hold the inside wall of an organ or a cavity such as the 
abdominal wall or hepatic conduits during surgery. 

20 Figures 23 and 24 illustrate two different embodiments of the present 

invention. As shown in Fig. 23, the placement of stabilization apparatus 410 
may be achieved by introducing the stabilization system alone, or with a pump 
420, through the femoral artery 430 via direct aortic insertion, or through any 
other artery of adequate size, i.e., brachiocephalic, carotid, etc. The proximal 

25 end 413 or the distal end 415 of the stabilization system 410 may be adapted to 

receive a blood pump 420 to aid in moving fluid between both ends of the 
conduit. The blood pump is preferably mounted to the distal end 415 of the 
stabilization cannula 411. 

Fig. 24 similarly illustrates positioning of another stabiHzation system 

30 formed in accordance with the present invention. An access conduit 433 such as 

a Dacron™ graft may be formed to receive an extracorporeal pump 421, or a 
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reverse flow pump such as those described above, at the proximal end of the 
access conduit 433 and use the stabilization apparatus 410 for its inflow, and 
access conduit 433 for its outflow to result in a similar arrangement to the one 
described above and presented in Fig. 24. As explained above, the placement of 
the access conduit 433 may be achieved by common surgical methods used to 
graft a end-to-side graft. The stabilization systems shown in Figs. 23 and 24 
illustrate only some of the various types of commercially available intravascular 
and extracorporeal pumps that are compatible or provided for by the present 
invention. 

Another aspect of the present invention includes a dual lumen system 210 
that may be used with commonly available pumps as illustrated in Figs. 25-28. 
These systems may include an inner cannula 220, an outer conduit 230, and an 
external pump source 250 with inlet and outlet passageways. The outer conduit 
230 may be formed with a proximal opening 234 and a distal opening 232, and 
an additional sealed opening 233 for passage of the relatively iimer cannula 220. 
The iimer cannula 220 and the outer conduit 230 may be formed of different 
lengths to provide for the transport of fluid between the various locations 
surrounding the distal openings 222 and 232 of the inner cannula and the outer 
conduit. Both conduits may be integrally formed or consist of separate 
components. The proximal ends 224 and 234 of the inner cannula and the outer 
conduit may also be connected directly or indirectly to a pump source 250 which 
may be a centrifugal, axial, or mixed flow pump, or any other type of pump 
having inlet and outlet portions. As previously explained, the inner cannula 220 
and the outer conduit 230 may be connected to either of the inlet or outlet 
passageways of the pump 250 depending upon the desired directional flow of 
fluid. 

As shown in Figs. 25-28, the distal opening 222 of the inner cannula 220 
and the distal opening 232 of the outer conduit 230 may be spaced apart and 
located in different body regions. For example, these distal conduit openings 
222 and 232 may be positioned in blood vessels, or on opposite sides of a heart 
valve, so that blood may be pumped from one blood vessel or chamber to other 
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regions of the heart. As described above with other aspects of the present 
invention, the tip 225 of the inner cannula 220 may be formed with an orifice or 
opening 227. The relative flow of fluid to and fi"om the pump 250 are supported 
within as few as one opening into a blood vessel such as an aorta, or any other 
body region. A portion of the inner cannula 220 may also be coaxially aUgned or 
positioned within a distal region of the outer conduit 230 while the proximal 
openings 224 and 234 of both conduits are separate and in communication vAth 
the inflow or outflow passageways of a fluid pump 250 or any variety of 
intermediary tubes or connectors. The lengths of the inner cannula 220 and the 
outer conduit 230 may be further varied for particular applications such as open 
heart surgery, or during closed heart or other laproscopic procedures which 
involve forming other openings to provide percutaneous access to inner body 
regions. 

A portion of the outer conduit in the dual lumen system 210 may be 
formed with a sealed opening 233 to provide for the passage of the relatively 
inner cannula 220. The outer conduit 230 illustrated in Fig. 25 may be formed of 
a variety of other configurations, and the sealed opening 233 may be formed in 
an intermediate position between the proximal 234 and distal openings 232 of 
the outer conduit. As illustrated in Figs. 26-28, the outer conduit 230 may be 
formed with a Y-connector portion 236 to provide a proximal opening 234 for 
communication with a pump passageway, and an alternate opening 233 for 
passage of the relatively inner cannula 220. The alternate opening 233 may also 
include a hemostasis valve or any other suitable type of valve assembly to 
provide a homeostatic seal for the opening. As shown in Fig. 26, the proximal 
portions 224 and 234 of the inner cannula 220 and the outer conduit 230 may be 
similarly connected to the inlet and outlet passageways of an axial pump 250. In 
Figs. 27 and 28, the dual lumen assembly 210 is also shown connected to a 
centrifiigal pump 250 and a roller pump 250, respectively. Other alternatives to 
the sealed opening 233 may also be selected to permit the passage of the inner 
cannula 220 through the distal region 232 of the outer conduit 230. Although 
the figures illustrate a coaxial relationship between the inner cannula and the 
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outer conduit, the inner cannula may be positioned adjacent, off-center with or 
anywhere within the outer conduit. Similarly, the directional flow of fluid being 
transported within the inner cannula and the outer conduit are relatively opposite 
and may vary according to their respective connection to the inlet and outlet 
5 portions of the pump. It should be further understood that the dual lumen 

assembly may be used in combination with other aspects of the present invention 
including the various fluid transport systems and related procedures described 
above in more detail. 

While the present invention has been described with reference to the 

10 aforementioned applications, this description of the preferred embodiments and 

methods is not meant to be construed in a limiting sense. It shall be understood 
that all aspects of the present invention are not limited to the specific depictions, 
configurations or relative proportions set forth herein which depend upon a 
variety of conditions and variables including the types of bodily fluids that are 

15 transported, or controlled, the relative areas in which fluid is transported, the 

areas of the body which are being stabilized during surgery, and the use of any 
combination of the embodiments of the present invention. Various modifications 
in form and detail of the various embodiments of the disclosed invention, as well 
as other variations of the present invention, will be apparent to a person skilled in 

20 the art upon reference to the present disclosure. It is therefore contemplated that 

the appended claims shall cover any such modifications or variations of the 
described embodiments as falling within the true spirit and scope of the present 
invention. 
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WHAT IS CLAIMED IS: 



1 . A pump for transporting bodily fluids comprising: 

an outer pump housing formed with an interior surface having concentric 
5 inner and outer passageways; 

a rotor positioned within the pump housing and rotatedly fixed relative to 
the pump housing; and 

an interior compartment formed with inner walls that surrounds at least a 
portion of the rotor defining an inner region in communication with the inner 
1 0 pump housing passageway and further defining an outer region with the interior 

surface of the pump housing in communication with the outer pump housing 
passageway. 



2. The pump for transporting bodily fluids as recited in claim 1 wherein the 
15 interior compartment and the pump housing are substantially cylindrical. 

3. The pump for transporting bodily fluids as recited in claim 1 wherein the 
pump is a centrifijgal pump. 

20 4. The pump for transporting bodily fluids as recited in claim 1 wherein the 

interior compartment walls substantially surround the rotor. 

5. The pump for transporting bodily fluids as recited in claim 4 wherein the 
pump is an axial pump. 

25 

6. A hubless reverse flow rotor comprising: 

a central portion formed with an exterior surface and a passageway for 
the directional flow of fluid relative to the rotor; and 

a base portion having at least one supporting member for positioning the 
30 central portion in a spaced apart relation to the base portion to permit the 
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reverse flow of fluid relative to the rotor along the exterior surface of the central 
portion. 

7. The hubless reverse flow rotor as recited in claim 6 further including at 
least one rotor blade formed on the exterior surface of the central portion. 

8. The hubless reverse flow rotor as recited in claim 7 wherein the at least 
one supporting member is a rotor blade. 

9. The hubless reverse flow rotor as recited in claim 6 wherein the rotor is a 
shear pump rotor. 

10. The hubless reverse flow rotor as recited in claim 7 wherein the exterior 
surface of the central portion and the base portion is formed with a substantially 
truncated conical configuration. 

11. A reverse flow pump and coaxial lumen system comprising: 

an outer pump housing formed with an interior surface and concentric 
inner and outer passageways; 

a hubless rotor rotatedly fixed relative to the pump housing formed with 
an open central passageway in communication with the inner pump housing 
passageway for reversing the directional flow of fluid within the region defined 
by the interior surface of the pump housing and the rotor that is in 
communication with the outer pump housing passageway. 

a pair of concentric conduits formed of different lengths each having a 
proximal end and a distal end for the directionally opposed transport of fluid 
within a closed environment wherein the proximal ends of the concentric 
conduits are substantially aligned with the inner and outer pump housing 
passageways to provide continuous flow between the conduits and reversal of 
fluid flow direction. 
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12. The system as recited in claim 1 1 wherein the imier conduit is an inner 
cannula and the outer conduit is a graft formed within a living body. 

13. The system as recited in claim 12 wherein the hubless rotor is driven by a 
5 driving unit positioned within the graft. 

14. The system as recited in claim 12 wherein the hubless rotor is driven by a 
driving unit positioned external of the graft. 

10 15. The system as recited in claim 14 fiirther including an extension body in 

communication with the graft and positioned within a percutaneous opening in 
the body. 

1 6. The system as recited in claim 1 5 wherein the driving unit is positioned 
1 5 wrthin the extension body and external to the living body. 

17. The system as recited in claim 16 wherein the system fiirther includes a 
positioning rod and at least one silicon plug for placement of the driving unit 
within the extension body. 

20 

18. The system as recited in claim 1 1 fiirther comprising at least one 
inflatable balloon disposed adjacent the inner catmula. 

19. The system as recited in claim 18 wherein the balloon is in 

25 communication with a transport conduit formed along the inner cannula for 

inflating the stabilization balloon. 

20. The system as recited in claim 1 8 wherein the inflatable balloon is formed 
with perforations to permit transmission of fluid through the balloon membrane 

30 to the external area surrounding the perforations of the balloon. 
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21 . The system as recited in claim 20 further including a second inflatable 
balloon formed spaced apart and more proximate relative to the first inflatable 
balloon. 

22. The system as recited in claim 12 wherein the system further includes at 
least one inflatable occluding balloon adjoining the inner cannula. 

23. The system as recited in claim 12 wherein the inner cannula is formed 
with an orifice. 

24. The system as recited in claim 23 wherein the orifice is in communication 
with an external pressure source. 

25. A heart stabilization system for providing a stable surgical site 
comprising: 

a cannula formed with a distal opening and a proximal opening for the 
flow of blood between different regions of the heart; and 

an inflatable stabilization balloon formed adjacent the inner cannula for 
supporting a cardiac wall to provide a more stable surgical site when inflated 
with fluid. 

26. The heart stabilization system as recited in claim 25 fiirther including an 
intravascular pump in communication with the cannula to provide circulation of 
blood between the distal and proximal openings of the cannula. 

27. The heart stabilization system as recited in claim 25 further including a 
reverse flow pump with a pair of concentric passageways and an outer conduit 
positioned in a blood vessel wall wherein the relatively inner pump passageway is 
in communication with the cannula and the relatively outer pump passageway is 
in communication with the outer conduit for transporting blood between 
different regions of the heart. 
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28. An organ stabilization device for operative sites comprising: 

a flexible guiding element for providing access to interior regions of a 
body organ defined by collapsible walls; and 

stabilizing means attached to the guiding element for providing support 
to the organ wall from the interior region of the organ that substantially 
immobilizes the operative site of the organ for performance of operative 
procedures. 

29. A method of stabilizing an operative site on an organ comprising the 
steps of: 

selecting a cannula formed with an inflatable stabilization balloon for 
stabilizing an operative site on an unsupported organ wall; 

positioning the cannula within a living body so that the stabilization 
balloon is positioned in the underlying region proximate to the operative site; 

inflating the stabilization balloon to provide a more stable operative site 
by internally supporting the organ wall with the inflated stabilization balloon so 
that operative procedures may be carried out on the organ wall; and 

deflating the stabilization balloon for removal of the stabilization balloon 
and cannula from the living body. 

30. A method of stabilizing a cardiac wall during heart surgery comprising 
the following steps of: 

selecting a cannula formed with a distal opening and a proximal opening 
for the flow of blood between different regions of the heart and an inflatable 
stabilization balloon formed adjacent the inner cannula for supporting a cardiac 
wall that provides a more stable surgical site when inflated; 

selecting a heart pump for attachment to the cannula to direct the flow of 
blood between the distal and proximal openings of the cannula; 

positioning the cannula within a heart chamber so that the stabilization 
balloon is positioned in the underlying region of the heart wall proximate to the 
surgical site; 
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activating the heart pump to direct the flow of blood between different 
regions of the heart; 

inflating the stabilization balloon to provide a more stable surgical site by 
internally supporting the heart wall with the inflated stabilization balloon so that 
5 surgical procedures may be carried out on the heart wall; and 

deflating the stabilization balloon for removal of the stabilization balloon 
and cannula from the heart region. 

31. A coaxial lumen assembly for a fluid pump comprising: 
1 0 a pair of conduits having proximal ends for communication with the inlet 

and outlet passageways of a fluid pump and spaced apart distal ends wherein at 
least a portion of the conduits form a shared coaxial region proximate to the 
distal end of the outer conduit for the reverse flow of fluid. 

1 5 32. The coaxial lumen assembly as recited in claim 3 1 wherein the conduits 

are a pair of concentric conduits having substantially aligned proximal ends and 
relatively spaced apart distal ends. 

33 . The coaxial lumen assembly as recited in claim 32 wherein the proximal 
20 ends of the concentric conduits are configured for connection with a reverse 

flow pump. 

34. The coaxial lumen assembly as recited in claim 3 1 wherein the proximal 
ends of the concentric conduits are configured for connection with a centrifugal 

25 pump. 

35. The coaxial lumen system as recited in claim 3 1 wherein the proximal 
ends of the concentric conduits are configured for connection with an axial 
pump. 

30 
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36. The coaxial lumen system as recited in claim 3 1 wherein the proximal 
ends of the concentric conduits are configured for connection with a roller pump. 

37. The coaxial lumen system as recited in claim 3 1 wherein the proximal 
ends of the concentric conduits are configured for connection with a mixed flow 
pump. 

38. A dual lumen fluid transport device comprising: 

a pair of relatively inner and outer conduits having spaced apart distal 
ends and proximal ends for connection to fluid pump passageways wherein at 
least a portion of the inner conduit passes through a distal portion of the outer 
conduit. 

39. The dual lumen fluid transport device as recited in claim 38 wherein the 
relatively inner and outer conduits are concentric. 

40. The dual lumen fluid transport device as recited in claim 38 wherein the 
inner and an outer conduits are formed of different lengths. 

41. The dual lumen fluid transport device as recited in claim 38 wherein the 
inner and outer conduit forms a unitary body. 

42. A reverse flow dual lumen system for a fluid pump comprising: 
an inner conduit for the directional flow of fluid having a proximal 

opening for connection to a first fluid pump passageway; and 

an outer conduit for the reverse directional flow of fluid having a distal 
opening spaced apart from the distal opening of the iimer conduit and a proximal 
opening for connection to a second fluid pump passageway wherein at least a 
portion of the inner conduit is passed through a sealed opening formed in the 
outer conduit extending away from the distal opening of the outer conduit. 
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43. The system as recited in claim 42 wherein the sealed opening is formed in 
a Y-cormector. 

44. The system as recited in claim 43 wherein the sealed opening includes a 
5 hemostatic valve. 

45. The system as recited in claim 42 wherein a hemostatic seal is formed at 
the sealed opening between the inner conduit and the outer conduit. 

10 46. The system as recited in claim 42 wherein the inner conduit is a cannula 

and the outer conduit is a graft. 



15 
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As a below named inventor, I hereby declare that: 

TYPE OF DECLARATION 
This declaration is of the following type: (check one applicable item below) 

[ ] original 

( ] design 

[ ] supplemental 

NOTE: If the declatatloti i& for an Intemational Application being filed as e divisional, continuation Of continuation-in-part 
application do not cftec* next item; check appropn'ate one of last three items. 

[ ] national stage of PCT 

NOTE: If one of the following 3 items apply then complete and also attach ADDED PAGES FOR DIVISIONAL CONTINUA TION 
Ofi CIP. 

[ 3 divisional 

[ ] continuation 

[ X ] continuation-in-part ICIP) 

INVENTORSHIP IDENTIFICATION 

WARNING; If the inventors are each rot the inventors of all the claims on explanation of the facts, including the 

ownership of all the claims at the time the last claimed invention was made, should be submitted. 

My residence, post office address and citizensliip are as stated below next to my name. I believe I am 
the original, first and sole inventor (if only one name is listed below) or an original, first and joint 
inventor (if plural names are listed below) of the subject matter which is claimed and for which a patent 
is sought on the invention entitled: 

TITLE OF INVENTION 

TRANSPORT PUMP AND ORGAN STABILIZATION APPARATUS 

INCLUDING RELATED METHODS 

SPECIFICATION IDENTIFICATION 

the specification of which: (complete (a), (b) or (c)) 

(a) [ 1 is attached hereto, 

(b) [ ] was filed on as [ ] Serial No, 09/ 

or t 1 Express Mail No., as Serial No- not yet known 

and was amended on (if applicable). 

NOTE: Amendment filed after the original papers are deposited with thePTO which contain new matter are not accorded a 
filing date by being referred to in the declaration. Accordingly, the amendments involved are those filed with the 
application papers or, in the case of a supplemental declaration, are those amendments claiming matter not 
encompassed In the original statement of invention or claims. See 37 CFR 1.67. 

(c) [XI was described and claimed in PCT international Application No. 

PCT/US97/1 8674 filed on 14 OCTOBER 1997 and as amended 
under PCT Article 19 on N/A (if any). 
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ACKNOWLEDGEMENT OF REVIEW OF PAPERS AND DUTY OF CANDOR 

I hereby state that i have reviewed and understand the contents of the above identified 
specification, including the ciaims, as amended by any arnendment referred to above. 

I acknowledge the duty to disclose information which is material to patentability as defined in 
37, Code of Federal Regulations, § 1 .56 

ialso check the following item, if desired} 

[ I In compliance with this duty there is attached an information disclosure statement in 
accordance with 37 CFR 1 .98. 

PRIORITY CLAIM (35 U.S.C. § 119) 

I hereby claim foreign priority benefits under Title 35, United States Code, § 119 of any foreign 
applicationis) for patent or inventor's certificate or of any PCT international appiicationis) designating 
at least one country other than the United States of America listed below and have also identified below 
any foreign application(s) for patent or inventor's certificate or any PCT international appiicationis) 
designating at least one country other than the United States of America fifed by me on the same 
subject matter having a filing date before that of the application(s) of which priority is claimed. 

{complete (d) Of (e)) 

Id) [ ] no such applications have been filed. 

(e) [ X ] such applications have been filed as follows. 

NOTS: Where item Id /s entered ab6V6 and the International Application which designated tho U.S. itself claimed priority check 
item (el, enter the details below and make the priority claim. 

A. PRIOR FOREIGN/PCT APPLICATION(S) FILED WITHIN 

1 2 MONTHS (6 MONTHS FOR DESIGN) PRIOR TO THIS 
APPLICATION AND ANY PRIORITY CLAIMS UNDER 
35 U.S.C. 8 119 



COUNTRY (OR 
INDICATE IF PCT) 


APPLICATION NUM. 
BER 


DATE OF FILING 
(day, month, year) 


PRIORITY CLAIMED 
UNDER 37 use T19 
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NO [ ] 








I J YES 


NO 1 ! 
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N0[ 1 








I I YES 


N0[ ] 








f JYES 


NO [ ] 
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[ X ] Added pages to combined declaration and power of attorney for divisional, continuation, or 
continuation-in-part (CIP) application. 

[ X I Number of pages added 



[ ] Authorization of attorney(s) to accept and follow instructions from representative 
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FOR DIVISIONAL. CONTINUATION OR C-l-P APPLICATION 

(complete this part only if this is a divisional, continuation or C-l-P application) 



CLAIM FOR BENEFIT OF EARLIER U.SJPCT APPLICATION(S) UNDER 35 U-S.C. 120 

I hereby claim the benefit under Title 35. United States Code, S 1 20 of any United States appiica- 
tion(s) or PCT international appl(cation($) designating the United States of America that is/are listed 
below and. insofar as the subject matter of each of the claims of this application is not disclosed 
in that/those prior application(s) in the manner provided by the first paragraph of Title 35, United 
States Code, S 1 1 2, 1 acknowledge the duty to disclose information that is material to the examina- 
tion of this application, namely, information where there is substantial likelihood that a reasonable 
Examiner would consider it important in deciding whether to allow the application to issue as a 
patent, which occurred between the filing date of the prior application(s) and the national or PCT 
international filing date of this application. 



PRIOR U.S. APPLICATIONS OR PCT INTERNATIONAL APPLICATIONS 
DESIGNATING THE U.S. FOR BENEFIT UNDER 35 USC 120: 

Status 
(CHeCK ONE) 





U.S. APPLICATIONS 


U.S. FILING DATE 


Patantod 


Pending 


Abandoned 




1.08/ 891,456 


07 JULY 1997 




J£ 






2. 08 / 933,566 


19 SEPT 1997 










3.0 / 











PCT APPLICATIONS DESIGNATING THE U.S, 



PCT APPLICATION NO. PCT FILING U.S. SERIAL 

DATE NOS. ASSIGNED (if any) 

4. PCT/US97/18674 14 OCT 1997. 

5. ., . . 

6. . ^ . — 
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DETAILS OF FOREIGN APPLICATION FROM WHICH PRIORITY APPLICATION 
CLAIMED UNDER 35 USC 119 



Date of filing Date of Issue 

Above Appin, No. Country Application No. (day, montti, year) {day, mondi, year} 

1. 

2. 

3. 

4. 

5. 

6. 
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{6 MONTHS FOR DESIGN) PRIOR TO THIS U.S. APPLICATION 

USSN 08/891.456 Filed 07 July 1997 

USSN 08/933.566 Filed 19 September 1 997 



NOTE: If the spplScetion filBdmon than 12 months from the filing date of this application is a PCT filing forming the basis for 
this application entering the United States as ID the national stage, or (2) o continuation, divisional, or continuetjon-in- 
part, then also complete ADDED PACES TO COMBINED DECLARA VON AND POWER OP A TTORNEYFOR DIVISIONAL, 
CONTINUATION OR CIP APPUCATIQN for benefit of the prior U.S. or PCT application (s) under 35 U.S.C. S 120. 

POWER OF ATTORNEY 

I hereby appoint the following attorneyls) and/or agentis) to prosecute this application and transact all 
business in the Patent and Trademark Office connected therewith. (List name and registration number} 

<y Arnold J. Ericsen HSuS2S) 
0 John M, Manlon 132.357) 

Danid D. Ryan (29,2431 

Daniel R. Johnson (P-46,204) 



(check the following item, if applicable) 

{ ] Attached as part of this declaration and power of attorney Is the authorization of the 
above-named attorney(s) to accept and follow instructions from my representative (s>. 



Ralph G. Hohenfeldt X^OJU) 
Allan 0. Maki ( 20.623) 
Joseph A. Kromholz (34 j!04) 
Patricia Jones (P -46,318), 



SEND CORRESPONDENCE TO 



Daniel D. Ryan 

RYAN KRQM HDLZ & MANION. S.C . 

Post_O f fice Box 266 1 s" 
Miiwauk^^ Wisconsin 53226 



DIRECT TELEPHONE CALLS TO: 
(Name and telephone number) 



PHONE CALLS 
(262) 797 - 6700 



DECLARATION 

I hereby declare that all statemerits made herein of my own knowledge are true and that all statements 
made on information and belief are believed to be true; and further that these statements were made 
with the knowledge that willful false statements and the like so made are punishable by fine or 
imprisonment, or both, under Section 1 001 of Title 1 8 of the United States Code, and that such willful 
false statements may jeopardize the validity of the application or any patent issued thereon. 
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. Country of Citizenship 

SACBAMEfcim CALIFORNIA 



3462 BRIDGEFORD DRIVE 



SACRAMENTO. CALIFORNIA 95834 



Full name of second joint inventor, if any 



(GIVEN NAM g| (MIDDLS INrriAL OR NAME) FAMIUY (OR LAST NAME) 

Inventor's signature 

Date Country of Citizenship 

Residence 

Post Office Address 



Full name of third joint inventor, if any 



(GIVEN NAME) 

Inventor's signature _ 

Date 

Residence 



Post Office Address . 



(MIDDLE INITIAL OR NAME) 



. Country of Citizenship . 



Full name of fourth joint inventor, if any 



FAMILY (OR LAST NAME! 



(GIVEN NAME) 

Inventor's signature . 

Date 

Residence 



(MIDDLE INITIAL OR NAMS) 



. Country of Citizenship . 



Post Office Address . 



FAMILY (OR LAST NAME) 



Full name of fifth joint inventor, if any 



(GIVEN NAME) (MIDDLE fNrriAL OR NAMg) FAMILY (OR LAST NAME) 
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Date Country of Citizenship , 

Residence 

Post Office Address 
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